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DATE:               April 24, 2020 
 
SUBJECT:        Product Chemistry Review of “Sulfoxaflor Technical” with an Unregistered Source  
 
FROM:             Dehui Duan, Chemist 
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TO:             Marianne Lewis / Venus Eagle, RM 01 

            IVB3 / RD (7505P) 
 
REGISTRANT: DOW AGROSCIENCES LLC 
 
MRID Number(s): 50891701 
 
 
INTRODUCTION: 
 
The registrant has submitted an application to amend the registration of Sulfoxaflor Technical to add a 
new unregistered source and replace the EPA accepted CSF dated 10/18/2016. In support of this 
application, the registrant has submitted a basic CSF dated 8/9/2019 and Group A chemistry data with 
MRID No. 50891701.  
 
The existing Basic CSF dated 10/18/2016 − Nominal concentration: 97.9 % − Manufacture site: Dow 
AgroSciences LLC, Indianapolis, IN 46268 
 
The proposed Basic CSF dated 8/9/2019 − Nominal concentration: 97.8 % − Manufacture site: Deccan 
Fine Chemicals (India) Pvt Ltd, Andhra Pradesh-531 127, India. 
 
CITAB has been asked to determine the acceptability of the product chemistry data and the proposed 
basic CSF. 
 
 
SUMMARY OF FINDINGS: 
 
1. Group A guidelines: 
 
830.1550: (product identity & composition) 
 
The active ingredient was adequately described (MRID 50891701). The average concentration derived 
from the five-batch preliminary analysis results (97.8 %, from Page 33 of 135 in the Confidential 
Attachment of MRID 50891701) is within the range of certified limits (100-95%) on both the existing and 
proposed basic CSFs. The nominal concentration (97.9%) on the proposed CSF dated 8/9/2019 is the 
same as that on the previously acceptable CSF dated 10/18/2016. The information presented meets the 
data requirements for 40 CFR 158.320. 
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830.1600: (description of materials used to produce the product) 
 

Safety Data Sheets (SDSs) of all the starting materials, and their specifications and suppliers were 
provided in the study (MRID 47832286). The information presented meets the data requirements for 40 
CFR 158.325. 
 
830.1620 (description of production process) 
 
A detailed description of the production process, vessels and equipment, in process control measures 
and a flow chart were included in MRID 47832286. The information presented meets the data 
requirements for 40 CFR 158.330. 
 
830.1670 (discussion on the formation of impurities) 
 
Potential impurities were identified and quantified as part of the five-batch analysis (MRID 50891701). 
The formation and identities of the impurities were fully discussed in MRID 47832286. Two impurities 
were found to be present in significant quantity (> 0.1% w/w). Other potential impurities including residual 
solvent were discussed and their concentrations are below 0.1%. No impurity of toxicological concern 
was identified. The information presented meets the data requirements for 40 CFR 158.335. 
 
830.1700 (preliminary analysis) 
 
Results are presented for a five-batch analysis using HPLC-UV with internal standard calibration for the 
active ingredient and associated impurities. All reference standards were certified. Identity of active 
ingredient was confirmed against the reference standard and by LC-MS and FT-IR. Impurities relevant to 
A.I. were identified by comparing with the impurity standards through LC/MS. Residual solvent was 
determined by GC-FID. Water content was analyzed by Karl Fischer method. Unknown impurities were 
quantitated using the response factor of a close-eluting known impurity (MRID 50891701). The 
information presented meets the data requirements for 40 CFR 158.345. 
 
830.1750 (certified limits) 
 
The proposed upper and lower certified limits for the active ingredient and impurities on the proposed 
CSF (dated 8/9/2019) are the same as those on the approved CSF. Some updates were justified. The 
information presented meets the data requirements for 40 CFR 158.350. 
 
830.1800 (enforcement analytical method) 
 
The analytical method for quantifying the active ingredient in Sulfoxaflor Technical was HPLC-UV, which 
was validated for linearity, specificity and precision. The methods for quantifying associated impurities 
and residual solvents were validated in terms of linearity, accuracy, specificity, precision, LOQ and LOD 
(MRID 47832286).  
 
All methods are capable of determining whether an ingredient falls within its certified limits. The 
information presented meets the data requirements for 40 CFR 158.355. 
 
 
2.  Group B guidelines (physical-chemical properties): 
 
Not required for adding a new source. 
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CONCLUSIONS:  

The CITAB has reviewed the proposed alternate CSF (dated 8/9/2019) and the supporting Group A data 
for Sulfoxaflor Technical and has concluded that: 

1. The product chemistry Group A data submitted for guidelines 830.1550 (product identity and 
composition), 830.1600 (description of materials used to produce the product), 830.1620
(description of production process), 830.1670 (discussion of the formation of impurities), 830.1700 
(preliminary analysis), 830.1750 (certified limits), and 830.1800 (enforcement analytical method) 
are acceptable.

2. Impurities associated to the active ingredient are unlikely toxicological significance, as they have 
been identified on the previously approved CSF dated 10/18/2016. All new impurities of residual 
solvents were present below the LOQ.

3. The proposed basic CSF (dated 8/9/2019) is acceptable.

4. A one-page sheet listing MRID #, manufacturer’s address and 5-batch analysis results was 
attached immediately behind the acceptable CSF.
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Active Ingredient 
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Confidential Appendix 
 
1. Synthetic pathway (MRID No. 47832286) 
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2. Discussion of the formation of impurities (MRID No.47832286) 
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3. Preliminary Analysis (MRID No. 50891701) 
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4. Analysis Conditions (MRID No. 50891701) 
 
a. Active Ingredient  

 
 
b. Impurities (Residual Solvents) 

 

 

 
 
 
 



MRID: 47832286, 50891701 

Solid

005210

Technical and impurities only. No inerts to review. 4/24/20

Acceptable
4-24-2020

Approved
SBM
4-27-20











MRID: 50891701 

A new Source/producer 

Prepared by Dehui Duan @ 4/24/2020 
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